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ISO 9000 - 115 BACKGROUND,
PURPOSE , CONTENTS , AND
CERTIFICATION AND
ACCREDITATION PROCESS

by Eng .

. Ahmad Thoupun Hindiay 7 Ruseurcher.

s_,ld.'qji Oldsd aaal. + @

_ The l'{!ghyr ('uum‘ii f'u:' Science und Technology

- Tenders and cootracts
checked to engsure that the m:der
can be fulfilled.- Any variations
between a tender and the arder
placed- are resolved .- Any
amendments to the contract are
recorded and commnicated to
the people responsible for ful-
- Records of contract review

( 4.4 )
9001 only) =

Design Control (IS0

tbjective : -

To ensure design for new prod-
ucts/services meet the specified
requirements, and that the prod-
uct is problem-free in production
and use .

Requirements :

Where new services/products
are developed,design control
mist ensure:

- Documented procedures  to
control  design  and enswre its
meets reguirements.

- Plapning for design activ-
ities to ensure work is carried
oat by people with  relevant
competence and results in work-
able design that meet custamer
requirements.

- Interfaces between different
parties with an involvewent in

the design process needs are
defined and effective com-
minication methods - between

them pot in place.

Inputs (requirements) and out—

puts (ccmpleted des:.gn work)
mst be defined ‘and ‘doc-
mmented and design reviews need
to take place at plamned stages
during the design process to
ensure that the design work is
effective in meeting the spec—
ification, and that statutory re—
quirements ( eg . legislabiom ,
mandatory standards) are met.
that the design . output meets
the inprt requirements.

- Validation that the product
meets requirements when in use .

This may involve the use of
mdels , pilots, prototypes amd
trails.

- Design changes need to be
controlled and documented .

{ 4.5 ) Document Control :

traceable to prevent loss.
trolled doouments include Quality
Manual and procedures, stan-
dards, designs, customer and sup—
plier files,contracts, forms, etc.
It also includes these documents
when they  are held on compuoter
Systems, .

Requirements :

- Documented procedures to
control documents and data-
Control of document approval
and isgue by authorized per-—

" CONTINUED FROM Part 3.

- Cha.nga in documents to be
controlled and recorded
(4.6} Purchasing :

Objective:

To ensure all services and prod-
ucts bought by the organization
which affect the quality of the
‘end produoct’ meet t.he required

specification. -
Requirements

- Documented Procedures to
ensure requirements are met -

Selection,evaluation and re—
cording of approved soppliers

based on their ability to meet |

quality requirements, with an ap—
propriate level of control over

suppliers.

- A purchasing system with
clear specification of what is be-
ing purchased - Control of pur-
chase documents to ensure they
conform to requirements .

Provision for the customer to
monitor the organization’s sup-
pliers (if covered in the com-
tract ~ this may be by 2nd party
andits).

(4.7)
wk o

Customer Supplied Prod-

Cbjective:

Any materials, information or
other items supplied by custom—
ers for use in the end product
mist be controlled to ensure they
are fit for use and are used cor-
rectly. This prevents damage to

anything supplied by the custom—i|-

suitahle.

Requirements :

- . Documented procedures for
approval storage and maintenance
of custaner supplied product.’

- Recording and reporting to
the custamer of its loss, damage

( 4.8 )y Product Identification
and Traceshility

Cbjective ¢

To Identify and trace products
from the receipt of raw materi-
als and at all stages in the pro—
cess of production, delivery to
One reason for this is to be able
+o trace products that may be de-
fective. The oxtent of this trace-
ability depends oo the type of
product, and the regquirements of
the customer. In a service sectar
organisation, this is likely to
mean being able to identify in-
dividual customers and the ser-

Requirements :
- Documented procedures
where appropriate, for iden-
tifying product and
traceability.

- Identify product by suitable
means (eg.number,label,bar code)
Be able to trace where it
ariginates fram, where it is at
presa:ct and its  destination.

Unigue identification

-—
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